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earned patent term adjustment. See 37 CFR 1.704(b). 
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1)^ Responsive to communication(s) filed on 13 October 2006 . 
2a)n This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

Claims 1, 3. 4, and 7-13 are pending in this application and were examined on 
their merits. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1,114. Applicant's submission filed on 
10/13/06 has been entered. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1, 3, 4 and 7-13 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 
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Claims 1 and 9 contain the language "...repeatedly performing fluid infusion and 
fluid drain of a predetermined amount of peritoneal dialysis fluid in alternation for 
peritoneal dialysis fluids having different osmotic pressures." It is unclear whether the 
fluid infusion and drain steps are performed with two different dialysis fluids one right 
after the other (ex. A-B-A) or in alternate series (ex. A-A-B-B). Claims 3, 4. and 7-13 
are rejected for being dependent upon rejected claims 1 and 9. 

Claims 1, 3, 4 and 7-13 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. Claims 1 and 9 contain the language, 
"...and a concentration of monitored solutes in the peritoneal dialysis fluid." It is unclear 
whether the analysis of the drain fluid in the previous lines to determine the amount of 
peritoneal dialysis fluid retained within the abdominal cavity of the patient also 
encompasses the analysis of monitored solutes, or whether a separate analysis step is 
performed. Claims 3, 4, and 7-13 are rejected for being dependent upon rejected 
claims 1 and 9. 

Claims 1, 3, 4 and 7-13 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Claims 1 and 9 contain the language, 
"performing a peritoneal equilibrium test". 
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It is unclear on what or whom the peritoneal equilibrium test is being performed, 
and what steps are encompassed in performing the peritoneal equilibrium test. Claims 
3, 4. and 7-13 are rejected for being dependent upon rejected claims 1 and 9. 

Claims 1. 3, 4 and 7-13 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Claims 1 and 9 contain the language, 
"performing a blood test in order to assess a change in condition in the blood due to 
performing fluid infusion and fluid drain." It is unclear how any change in blood will be 
assessed as Claims 1 and 9 further state that "the step of performing the blood test is 
executed only once". How one will assess a change with no basis for comparison is 
unclear to the Examiner. Further, it is unclear what is meant by a change in "condition 
in the blood", as the condition could be any number of variables such as temperature, 
pH, solute concentration, chemical composition, etc. Claims 3, 4, and 7-13 are rejected 
for being dependent upon rejected clainis 1 and 9, 

Claims 1 and 9 recite the limitation "dialysis fluid of respective osmotic pressure" 
and "dialysis fluid having the same osmotic pressure" in lines 13 and 15. There is 
insufficient antecedent basis for this limitation in the claim. 
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It cannot be determined which dialysis fluid in claim 1 is indicated as both 
respective and having the same osmotic pressure, as Claims 1 and 9 also state 
peritoneal dialysis fluids having different osmotic pressures in lines 4-5 of the claims. 
Claims 3, 4, and 7-13 are rejected for being dependent upon rejected claims 1 and 9. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1, 3, 4 and 7-9 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over Chen et al. (US 5.670,057) in view of Milner (US 6,077,836) and 
Kelton et ai (1978), for reasons of record set forth in the Action mailed 04/21/06 (and 
extended to new claims 10-13 as necessitated by the Applicant's amendment filed 
09/21/06). 

Applicant's arguments filed 09/21/06 have been fully considered but they are not 
deemed to be persuasive. 
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Response to Arguments 

The Applicant argues that although Milner teaches the repeated infusion and 
drain of two alternate peritoneal dialysis fluids having different osmotic pressure, Milner 
does not disclose, teach or suggest, the step of performing at least three fluid infusion 
and fluid drains using dialysis fluids with the same osmotic pressure with the dwell times 
being different each time (Remarks, Pg. 8, Lines 1 1-19), further the Applicant argues 
that the combination of Kelton et al. with Chen et al. and Milner would not meet the new 
limitations of Claims 1 and 9 (Remarks, Pg. 8, Lines 20-23). 



The Applicant's arguments are not persuasive for the following reasons, as 
stated in the prior Office Action mailed 04/21/06, Milner clearly discloses a method 
wherein the fluid drain and fluid infusion is performed at least three times for each of two 
dialysis fluids with different osmotic pressures (1 .36% glucose and 5% glucose 
polymers) wherein the dwell times are different each time when using a dialysis fluid 
having the same osmotic pressure (6hrs. 8 hrs and 12hrs) See Milner, Column 9, Lines 
1-30. Further, it is inherent that as the infusion and drains are performed by hand the 
exact times of infusion and drains at 6hrs for both the 1.36 glucose and 5% glucose 
polymer solutions would not occur at exactly the same time, and would therefore occur - 
at different times. Therefore, the combination of Chen et al. with Kelton et al, and Milner 
still anticipates Claim 1 and 9 as amended. 
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Conclusion 



No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul C. Martin whose telephone number is 571-272- 
3348. The examiner can normally be reached on M-F 8am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR, 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Paul Martin 
Examiner 
Art Unit 1657 




RKTRICIALBTH 
PRiAARYEXAIIMSI 



Application/Control Number: 10/520,330 Page 8 

Art Unit: 1657 



01/05/07 



